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COVID-19 Antigen Test
Instructions for Use

Product name: STANDARD™ Q COVID-19 Ag Home Test

Model name: STANDARD™ Q COVID-19 Ag Home Test (Q-NCOV-03G)
Intended use: STANDARD Q COVID-19 Ag Home Test is a rapid
chromatographic immunoassay for the qualitative detection of
SARS-CoV-2 nucleocapsid antigen present in human nasal sample. It
provides only an initial screening test result. The result of this test should
not be the sole basis for the diagnosis; confirmatory testing is required.
For serial testing programs, additional confirmatory testing with a
molecular test for negative results may be necessary, if there is a high
likelihood of COVID-19, such as, an individual with a close contact with
COVID-19 or with suspected exposure to COVID19 or in communities
with high prevalence of infection. Additional confirmatory testing with a
molecular test for positive results may also be necessary, if there is a low
likelihood of COVID-19, such as in individuals without known exposures
to COVID-19 or residing in communities with low prevalence of infection.

[When to use this kit]

Do use

« If you want to diagnosis current COVID-19 infection.
« If you are concerned that you may have COVID-19.

Do not use
« If you can't collect sample in the recommended way.
« If you are prone to nosebleeds.

EXPLANATION AND SUMMARY

M Introduction

Coronavirus is a single-stranded positive-sense RNA virus with an
envelope of about 80 to 120 nm in diameter. Its genetic material is
the largest of all RNA viruses and is an important pathogen of many
domestic animals, pets, and human diseases. It can cause a variety of
acute and chronic diseases. Common symptoms in people infected with
coronavirus include respiratory symptoms, fever, cough, shortness of
breath, and dyspnea. In severe cases, infection can cause pneumonia,
severe acute respiratory syndrome, kidney failure, and even death.
“2019-nCoV” was discovered because of Wuhan Viral Pneumonia
cases in 2019 and on January 12, 2020, World Health Organization
(WHO) confirmed that it can cause colds like Severe Acute Respiratory
Syndrome (SARS), and Middle East Respiratory Syndrome (MERS).

M Test Principle

STANDARD Q COVID-19 Ag Home Test has two pre-coated lines, “C”
Control line, “T" Test line on the surface of the nitrocellulose membrane.
Both the control line and test line in the result window are not visible
before applying any sample. Mouse monoclonal anti-SARS-CoV-2
antibody is coated on the test line region and mouse monoclonal
anti-Chicken IgY antibody is coated on the control line region. Mouse
monoclonal anti-SARS-CoV-2 antibody conjugated with color particles
are used as detectors for SARS-CoV-2 antigen device. During the test,
SARS-CoV-2 antigen in the sample interact with monoclonal anti-SARS-
CoV-2 antibody conjugated with color particles making antigen-antibody
color particle complex. This complex migrates on the membrane via
capillary action until the test line, where it will be captured by the mouse
monoclonal anti-SARS-CoV-2 antibody. A colored test line would be
visible in the result window if SARS-CoV-2 antigens are present in the
sample. The intensity of colored test line will vary depending upon the
amount of SARS-CoV-2 antigen present in the sample. If SARS-CoV-2
antigens are not present in the sample, then no color appears in the test
line. The control line is used for procedural control, and should always
appear if the test procedure is performed properly and the test reagents
of the control line are working.

CONTENTS

Test device, Solution tube, Nozzle cap, Sterile swab, Instructions for use
& Quick reference instruction

INSTRUCTION FOR USE

H Sample Collection

[Nasal swab]

1. Open the seal of solution tube and set the solution tube on the stand
hole of the package.

2. Open the sterile swab pouch.

3. Tilt head back 70 degrees.

4. While rotating the swab, insert it less than one inch (about 1.5 cm)
into nostril.

5. Rotate the swab 10 times against nasal wall.

6. Repeat in other nostril using the same swab.

B Preparation

1. Carefully read instructions for using the STANDARD Q COVID-19 Ag
Home Test.

2. Check the expiry date at the back of the foil pouch. Do not use the kit,
if expiry date has passed.

3. Check the test device and the desiccant pack in the foil pouch.
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M Test Procedure

1. Insert the swab into an solution tube. While squeezing the solution

tube, stir the swab more than 10 times.

2. Remove the swab while squeezing the sides of the tube to extract the
liquid from the swab.

. Press the nozzle cap tightly onto the tube.

. Apply 4 drops of extracted sample to the sample well of the test
device.

5. Read the test result in 15 minutes.
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Do not read test results after 30 minutes. It may give false
results.

INTERPRETATION OF TEST RESULT

Results Example Interpretation of results
c T Negative result: A colored band will
Negative Lt appear only control line(C) on the
D:' result window.
C T
A A
D:| Positive result: Colored bands will
Positive appear both control line(C) and test
: I line(T) on the result window.
T
A A
I:l Retest: If the control line(C) is not
appeared in the result window, it is
Re-test . R X
P an invalid result. Retest using a new
A A sample and device.

* Positive results should be considered in conjunction with the clinical
history and other data available.

* Even if the control line is faint, or the test line isn't uniform, the test
should be considered to be performed properly and the test result
should be interpreted as a positive result.

KIT STORAGE AND STABILITY

Store the kit at 2-30°C / 36-86°F out of direct sunlight. Kit components can
be stably used until the expiration date printed on the external box. Do not
store the kit frozen.

PRECAUTIONS FOR USE

1. This product should be used for in vitro diagnosis.

2. COVID-19 self-diagnosis test is a novel coronavirus antigens diagnosis
medical device using the nasal.

3. Since the SARS-CoV-2 antigen rapid test is a screening test, it is
recommended to conduct the test periodically.

4. Before testing, read the instruction for use and follow the test
procedure.

5. This product has been clinically evaluated on patient sample after
the onset of COVID-19 symptoms, and was not clinically evaluated on
asymptomatic patients.

6. After testing, wash or disinfect your hands thoroughly with soap and
running water.

H Precautions for Results Review

1. Itis not possible to accurately diagnose SARS-CoV-2 infection only with
the result of this product. When subject to a thorough examination, the
doctor must make the final decision by considering clinical symptoms
after performing a confirmation test with an approved RT-PCR product
(except for emergency screening).

2. Ifthe concentration of SARS-CoV-2 antigen in the sample is less than the
detection limit of the test, or if it is collected or transported improperly,
a false negative result may appear. Therefore, the possibility of SARS-
CoV-2 infection cannot be eliminated with a negative result.

3. This product only checks the presence of SARS-CoV-2 antigen, and
there is no correlation between the strength of the test line and the
concentration of SARS-CoV-2 antigen.

4. If there is a mutation in the binding area of the monoclonal antibody
contained in this product, the sensitivity may be reduced.

5. This product cannot distinguish between SARS-CoV and SARS-CoV-2
antigens.

6. Sample collected after 6 days from the onset of symptoms may have
false negative results.

AFTER THE TEST

After the test, follow the follow-up instructions below.

M Check for Positive COVID-19 Result
If you have a positive result, it is very likely that you have COVID-19.

[What you need to do]

. You should self-isolate to avoid spreading the virus to others. Thereis a
very small chance that this test can give a positive result that is wrong
(a false positive result).

2. Consult a healthcare professional as soon as possible. Your healthcare
provider will work with you to determine how best to care for you based
on the test results along with other factors of your medical history, and
your symptoms, possible exposures, and geographic location of places
you have recently traveled.

B Check for Negative COVID-19 Result

A negative test result means that the SARS-CoV-2 antigen that causes
COVID-19 was not found in your sample. For COVID-19, a negative test
result for a sample collected while a person has symptoms usually means
that COVID-19 did not cause your recent illness.

[What you need to do]

Please consult a healthcare professional if you develop symptoms,
symptoms persist or become more severe. It is possible for this test to
give a negative result that is incorrect (false negative) in some people with
COVID-19. This means that you could possibly still have COVID-19 even
though the test is negative. If this is the case, your healthcare provider
will consider the test result together with all other aspects of your medical
history (such as symptoms, duration of illness, possible exposures, and
geographical location of places you have recently traveled) in deciding how
to care for you. It is important that you work with your healthcare provider
to help you understand the next steps you should take.

H Check for Invalid Result
An invalid test result means that the your test has experienced an error
as below.

[The reason for the error occurred]

+ When tested without proper understanding of how to use it
+ When the insufficient or excessive sample is used

+ When the user checks the result at the wrong reading time

[What you need to do]

When your test has experienced an error, you will need to retest with a
new test or consult a healthcare professional. Until confirming the new test
result, you need to do self-isolate at home.

USER SAFETY

[What you need to know]

Older adults and people who have severe underlying medical
conditions like heart or lung disease or diabetes seem to be at higher risk
for developing more serious complications from COVID-19 illness.

[High risk groups]

+ People aged 65 years and older

+ People in nursing homes or long-term care facilities

People of all ages with underlying medical conditions, particularly if
they are not well controlled:

- Cancer

Chronic obstructive pulmonary disease

Chronic kidney disease

Immunocompromise such as those post solid-organ transplant
Obesity (BMI >30)

Serious heart conditions such as heart failure, coronary artery
disease, cardiomyopathies

Sickle cell disease

Type 1I Diabetes

Immunocompromised

Asthma (Moderate-severe)

Cerebrovascular disease (affecting blood vessels to the brain)

Cystic fibrosis

High blood pressure

Immunocompromised (weakened immune system) from blood
or bone marrow transplants, immune deficiencies, HIV, use of
corticosteroids, use of other immune weakening medications
Neurologic conditions such as dementia

Liver disease

Pregnancy

Pulmonary fibrosis

Smoking

Thalassemia

Type I Diabetes

[When to seek emergency medical attention]
Look for emergency warning signs* for COVID-19. If someone is showing
any of these signs, seek emergency medical care immediately:

- Trouble breathing

- Persistent pain or pressure in the chest

- New confusion

- Inability to wake or stay awake

- Bluish lips or face
*This is not an exhaustive symptom list. Please call your medical provider
for any other symptoms that are severe or concerning to you.

Call 911 or call ahead to your local emergency facility:
Notify the operator that you are seeking care for someone who has or may
have COVID-19.

FAQS
What are the known and potential risks and benefits of this test?

Potential risks include:
+ Possible discomfort during sample collection.
« Possible incorrect test results (see Results section).
- Potential benefits include:
The results, along with other information, can help your healthcare
provider make informed recommendations about your care.
- The results of this test may help limit the spread of COVID-19 to your
family and others in your community.
- You have the option to refuse this test. However, your doctor has
prescribed this test because they believe it could help with your care.

MORE ABOUT THE TEST

1. This product contains small amounts of animal sourced materials.

2. If you have any questions about the product, please contact your local
distributor.

3. You can also visit www.sdbiosensor.com for product demonstrations.

COVID-19 INFORMATION

What is COVID-19?

COVID-19 is caused by the SARS-CoV-2 virus which is a new virus in
humans causing a contagious respiratory illness. COVID-19 can present
with a mild to severe illness although some people infected with COVID-19
may have no symptoms at all. Serious outcomes of COVID-19 can include
hospitalization or even death. Older adults and people of any age with
underlying medical conditions have a higher risk of severe illness from
COVID-19. A full list of symptoms of COVID-19 can be found here: https://
www.cdc.gov/coronavirus/2019-ncov/symptoms-testing/symptoms.
html COVID-19 is contagious and can be spread even before a person
shows symptoms of being sick (e.g. fever, coughing, difficulty breathing).
Some people may test positive for COVID-19, but not have symptoms of
infection. These people are considered asymptomatic but may still be able
to transmit infection to others. Studies have suggested that asymptomatic
infection may be common.

What are common symptoms of COVID-19?

Symptoms may appear 2-14 days after exposure and may include fever,
cough, shortness of breath, fatigue, muscle or body aches, headaches,
loss of sense of taste or smell, sore throat, congestion or a runny nose,
nausea or vomiting and diarrhea. It is possible for an infected person to
experience no symptoms at all.

How does the virus spread?

The virus that causes COVID-19 is thought to spread mainly from person
to person, mainly through respiratory droplets produced when an infected
person coughs or sneezes. These droplets can land in the mouths or
noses of people who are nearby or possibly be inhaled into the lungs.
These respiratory droplets contain virus particles which can also survive
on surfaces for several hours. This is another important source of spread
with COVID-19 when people touch these infected surfaces and then touch
their faces (mouth, nose, eyes). Spread is more likely when people are in
close contact with one another (within about 6 feet). COVID-19 seems to be
spreading easily and sustainably in the community (“‘community spread”)
in many affected geographic areas. Community spread means people
have been infected with the virus in an area, including some who are not
sure how or where they became infected.

I tested positive for COVID-19. When can I be with others again? If
you have no symptoms at time of testing and continue to have no
symptoms:

« After self-isolating for 10 days since your positive test result.

If you have symptoms at time of testing or develop symptoms:

- After self-isolating for at least 10 days since symptoms first appeared
and;

- At least 24 hours with no fever (without fever-reducing medications) and;

- Other symptoms of COVID-19 have improved (excluding loss of taste
and smell, which may persist for weeks or months after recovery) For
the most current information on CDC recommendations regarding self-
isolation, visit (https://www.cdc.gov/coronavirus/2019-ncov/if-you-are
sick/isolation.html)

What can I do to stay healthy during the COVID-19 pandemic?

To protect your friends, family, community, and yourself, follow these
hygiene practices to help stop the spread of infections.

Clean and wash your hands often with soap and water or an alcohol-
based hand sanitizer.

Clean all frequently touched surfaces daily with household disinfectants.
» Wear aface covering if you must be around other people in public places,
in close contact with people outside of your household or where social
distancing of 6 ft is difficult to maintain.

Sneeze or cough into your elbow or into a tissue. Discard the tissue after
using and wash your hands.

Avoid close contact with people who are sick. This is especially important

if you are in the high-risk group.

« If you become sick, avoid other household members where possible
isolate yourself in your own room and avoid sharing bathrooms and
personal items such as cups, plates and cutlery.

When should I seek medical attention?

If you develop any of the emergency warning signs (refer to User Safety

section) for COVID-19 you must seek medical attention.

Emergency warning signs include*:

« Trouble breathing

« Persistent chest pain

« New confusion or inability to wake up or stay awake

* Bluish lips or face

In addition, if you are in the high-risk group (refer to User Safety section)

or your symptoms are persisting or worsening, or you have concerns you

should seek medical attention.

* This list is not all inclusive. Please see your healthcare professional for
any other symptoms that are severe or concerning. For up-to-date
information on COVID-19 please visit the CDC COVID-19 website: https://
www. cdc.gov/coronavirus/2019-ncov/index.html

DISPOSAL
Laboratory chemical and biohazard wastes must be handled and discarded
in accordance with all local, state and national regulations.
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SPECIFIC PERFORMANCE DATA (2) Clinical sensitivity by symptom presence SPECIFIC PERFORMANCE DATA @ msfnwenulilnent suantINTINIAAT BIBLIOGRAPHY
M Clinical evaluation Symptom’s presence Positive | Negative Sensitivity B nsuszifiumeediin Symptom’s presence Positive | Negative Sensitivity 1. Clinical management of severe acute respiratory infection when novel coronavirus(nCoV) infection is suspected. Interim guidance. WHO0.2020
The clinical performance of the STANDARD Q COVID-19 Ag Home Test for patient self-testin q ) R UszdvEnmyneaaiinuesyansas STANDARD Q COVID-19 Ag Home Test dmiunmisnadeusias lifunmsuszidulaglishaginiiabeluayn (Nasal swab) lng . ) R 2. Diagnostic detection of Wuhan coronavirus 2019 by real-time RT-PCR.2020
was evaluatgd using nasal swab samples coﬁected from 2%6 (79 positive, 2?7 negative) stud?, Symptomatic 50 ! 98.04% (95% C1: 89.55% - 99.95%) dusuramdiriumsfin 296 nevnguimsesitsznmad (uinmiludueuin 79 10 wazBuliacy 217 s19) MainsEneuiuny Symptomatic 50 ! 98.04% (95% CL: 89.55% - 99.95%) 3. Diagnosis and treatment of pneumonia caused by new coronavirus (trial version 4) National Health Commission. 2020
participants in a prospective study at a clinical center in Republic of Korea. The study cohort Asymptomatic 25 3 89.29% (95% CI: 71.77% - 97.73%) Uszmnsiinantenis (51/79) uavlai 113 (28/79) IugoRmugdomslis 2 Wufeduazgiunan ﬁ3amyma Wisuiiey Asymptomatic 25 3 89.29% (95% CI: 71.77% - 97.73%)
included patients with symptoms (51/79) and patients without symptoms (28/79). Subjects were Total P 4 L (S O 6 54 - GG ﬁ\iuamiwﬁuﬂuﬁw RT-PCR (STANDARD M nCoV Real-Time Detection kit, SD Biosensor Inc., US FDA EUA Approved) festhaiiaidelulnssayndau F— P 2 L U (S OO 6 54 - GG
tested according to the instruction for use of “STANDARD Q COVID-19 Ag Home Test,”, and the ota . ( s 50%) TR (eseiEgE sl ota : (951G 87, 0026 SYMBOL
results were read. During self-testing, it is compared with the test results of RT-PCR (STANDARD™ il v f i o Pa— oo o
M nCoV Real-Time Detec%ion kit, SD giosensor IF:1C‘, US FDA EUA Approved) using nasopharyngeal (3) Clinical Sensitivity by symptom onset of symptomatic patients amulanazauiwnslunmageu O e fussesonan i o smon oree Reference number / A \ Caution g Use by Batch code Djﬂ Gomis Lt i U POMITREE
swab sample collected from same subject. Day from Symptom Onset | Positive Negative Sens| ity TumsnanmnaaeufiiunueIveyAnTIn STANDARD Q COVID-19 Ag Home Test wudn fdnsamnasdinuniia ol 9a94% (75/79, Day from Symptom Onset | Positive Negative Sensitivity
“ Haimo d o i ici Mo
-2 17 1 1 80.49% - 100% (95% Cl: 87.54% - 98.60%) Wagwan fsammsing 100% (217/217), (95% Cl: 98.31% - 00%) ludmugfthaemauan 79 1o -2 17 1 I: 80.49% - 1009 S ; O I dl W Contains Sufficient for e )
TEST SENSITIVITY AN D SPECIFICITY 0 days & T B R 00%) figudulagds RT-PCR wud 51 Seuansensuay 28 sgliuansenns mammu-umwin\Lammmﬂunawamnmwmﬂﬂ\\Ju 35.49% visoannndn 1 lu 3 dw Y days J ONIOSRICTISOR N 00X) UG Dlagnostlcs @ Hote Manufacturer Date of manufacture <n>Tests ‘.L\ Keep away (e Sunllght
In the self-testing study, the STANDARD Q COVID-19 Ag Home Test correctly identified 94.94% 3~5days 33 1 97.06% (95% CI: 84.67% - 99.93%) (1) msfns ez 3-5 days 33 1 97.06% (95% CI: 84.67% - 99.93%) PR _— To indicate the temperature
(75/79), (95% CI: 87.54% - 98.60%) of infected study participants and 100% (217/217), (95% CI: Total 50 1 98.04% (95% CI: 89.55% - 99.95% Total 50 1 98.04% (95% CI: 89.55% - 99.95% NGIGERRUEL i limitations in which the transport package has @ Do not use if packaging is damaged
98.31% - 100%) of non-infected study participants. Among 79 positives patients who confirmed ota 04%( :89.55% - 99.95%) RT-PCR ota 04%( = -95%) keep the product dry to be kept and handled. PRIEEEY P 2
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(A)Ginicallsensitivityand s;)eci’ficity ’ Ct Value Positive Negative Sensitivity Positive 75 0 75 Ct Value Positive Negative Sensitivity
5 STANDARD Q COV- a b
<20 51 0 100% (95% CI: 93.02% - 100%) N i 4 217 221 <20 51 0 100% (95% CI: 93.02% - 100%) o
RT-PCR ID-19 Ag Home Test EERATE Manufactured by SD Biosensor, Inc.
Positive Negative Total 20< Ct <30 23 2 92% (95% CI: 73.97% - 99.02%) Total 79 217 296 20< Ct <30 23 2 92% (95% CI: 73.97% - 99.02%) Head office : C-4th&5th, 16, Deogyeong-daero 1556beon-gil, Yeongtong-gu, Suwon-si,
5 5 Gyeonggi-do, 16690, REPUBLIC OF KOREA
> , ;0. -90. . A > .39 : 0. -90. : .
Positive 75 0 75 50 L 2 B2Se(O5R0ICTIOERNE057%0) Clinical Sensitivity: 94.94% (75/79), (95% CI: 87.54% - 98.60%) 20 L 2 233350 BAI90 5 /%) Manufacturing site : 74, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok-gu,
STANDARD Q COV- Negative 4 217 221 Total 75 4 94.94% (95% CI: 87.54% - 98.60%) C“n]c?' Specdlflcth 10|0% (217/217), (95% CI: 98.31% - 100%) Total 75 4 94.94% (95% CI: 87.54% - 98.60%) Cheongju-si, Chungcheongbuk-do, 28161, REPUBLIC OF KOREA
ID-19 Ag Home Test Positive predictive value: 100% (75/75)
Negative predictive value: 98.19% (221/217), (95% CI: 95.43% - 99.30% q af . 9
jotal % 2l 2t el ( M ) For inquiries, please contact us at help.covid19@sdbiosensor.com

Clinical Sensitivity: 94.94% (75/79), (95% CI: 87.54% - 98.60%)

Clinical Specificity: 100% (217/217), (95% CI: 98.31% - 100%)

Positive predictive value: 100% (75/75)

Negative predictive value: 98.19% (221/217), (95% CI: 95.43% - 99.30%)
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COVID-19 Ag Home Test

COVID-19 Antigen Home Test Quick reference instruction
@ SD BIOSENSOR

Fast result in 15 minutes | Nasal Test

n

Study the Instructions for Use and User Manual thoroughly before using
Quick Reference Instructions. This is not a complete Instructions for Use.

After looking at the diagram below
and familiarizing yourself with how to
use it, follow the instructions below.

Video Guide

STEP1 PREPARATION

1 Wash your hands.

Itis recommended to wear gloves when using the
product.

2 Check the kit contents before testing.

|

Fome]
153 By 61-0IN0I |

Test device Solution Nozzle cap Sterile Instructions
tube swab for Use
& Quick
reference
instruction

3 Check the expiry date at the back of the foil pouch. After
open the foil pouch, check the test device and the
desiccant pack in the foil pouch.
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Open the Solution tube & Nozzle cap pouch and
the seal of solution tube.

[.{

Set the solution tube on the stand hole of the
package.
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n Do not touch swab tip when handling swab sample.

Insert the sterile swab and rotate for both side of
nostrils. The sterile swab should be entered in less
than one inch (about 1.5cm).

10x

times

Left nostril

Right nostril

Do not soak the swab in the solution tube or other
liquid until you put it into the nasal cavity.
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STEP2 SAMPLE COLLECTION STEP3 TEST PROCEDURE STEP4 INTERPRETATION OF TEST RESULT

Insert the swab into an solution tube. While
squeezing the solution tube, stir the swab more than
10 times. Remove the swab while squeezing the
sides of the tube to extract the liquid from the swab.

|
10 !

In case of contact with your skin or eyes, wash
immediately with plenty of water.

9 Press the nozzle cap tightly onto the tube.

l

Apply 4 drops of extracted sample to the
sample well of the test device.

2> | (<
e drops

n Do not squeeze out all of the solution in the solution

10

COVID-19
Ag

bottle.

1 1 Read the test result in 15 minutes.

7B

Read
in 15 minutes

n Do not read test results after 30 minutes.
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. cC T
Negative e
Negative result: A colored band will
appear only control line(C) on the
result window.

cC T
(g R NI |
Ak
Positive
Positive result: Colored bands will
appear both control line(C) and test C T
line(T) on the result window. Asevk
cC T
g RSN |
Ak
Invaild
Retest: If the control line(C) is not
appeared in the result window, it is
an invalid result. Retest using a new .—,c T
sample and device. Aeid

* Positive results should be considered in conjunction
with the clinical history and other data available.

* Even if the control line is faint, or the test line isn’t
uniform, the test should be considered to be
performed properly and the test result should be
interpreted as a positive result.

For inquiries, please contact us at
help.covid19@sdbiosensor.com

Head office: C-4&5Floor, 16, Deogyeong-daero 1556beon-gil,
Yeongtong-gu, Suwon-si, Gyeonggi-do, 16690, REPUBLIC OF KOREA
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